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PROCEEDIL NGS
(10: 02 a.m)

M5. CRAGHEAD: Good norning, everyone. Wl cone to
the Animal and Plant Health Inspection's public neeting to
di scuss the reconmmendation for the devel opment of two
separate standards, one for living, genetically-nodified
organi sns and anot her for invasive species under the
| nternational Plant Protection Convention. The
| nternational Plant Protection Convention, which | wll
refer to as IPPC, is recognized as the international
standards-setting body for phyto-sanitary standards by the
Wrld Trade Organi zati on agreenent on the application of
sanitary and phyto-sanitary neasures.

My nanme is Anissa Craghead. And | have been asked
by the Deputy Adm nistrator for Plant Protection and
Quarantine to be the noderator for today's neeting. The
panelists for today's neeting starting on ny left are Dr.
Cathy Enright, Director of Biotechnology |ssues and Phyt o-
sanitary |Issues Managenent, Plant Protection and Quarantine.
Cathy is the person responsible for coordinating the Federal
Government process for addressing |iving, genetically-
nodi fi ed organi sns and i nvasi ve speci es under |PPC.

Joining Cathy are M. John Geifer, Drector of
APHI S's Trade Support Team and M. Narcy Kl ag, Program
Director for International Standards Devel opnent and issues
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under the North Anmerican Plant Protection O ganization.

John and Narcy coordi nate the devel opnment of U.S. Governnent
positions for a range of | PPC issues and are here to answer
guestions related to I PPC in general.

The purpose of today's neeting is to provide you
wi th background on the issues of l|iving genetically-nodified
organi sns and i nvasive species as they pertain to the | PPC
and to give interested persons an opportunity to present
their views on the recommendation for the devel opment of two
separate | PPC standards: One for living, genetically-
nodi fi ed organi sns and anot her for invasive species.

Notice of today's neeting was published in the
Federal Register on February 20th, 2001. Extra copies of
the notice are at the registration table which is right over
there in the corner. The format for today's neeting will be
as follows: After | conplete ny remarks on the procedural
aspects of the neeting, Dr. Enright will provide you with
background i nformation of issues of living, genetically-
nodi fi ed organi sns and i nvasi ve speci es under the | PPC.

After Dr. Enright's presentation, persons who have
regi stered to speak will be given an opportunity to speak in
the order that they registered. After each speaker
conpletes his or her remarks, panelists will have the
opportunity to provide clarification or additional
background information if needed and if appropriate to the
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topic of this meeting.

If time permts, persons who have not registered
will be given an opportunity to speak, as well, once al
regi stered persons have been heard. Today's neeting is
scheduled to end at 11:30 a.m Shoul d regi stered speakers
presentations take us over the 11:30 conclusion tinme, we
will remain | onger to acconmpdate their presentations.

Al ternately, we may conclude before 11:30 a.m if
all persons who have registered to speak have been heard and
there are no other persons who wi sh to speak. Seven peopl e
have regi stered to speak at today's neeting. Therefore,
ask that registered speakers please |limt their tinme to
around five mnutes for their presentations.

Al'l conmments nade here today are being recorded
and will be transcribed. The Court Reporter for today is
Ms. Marcia Logan who is associated with the Heritage
Reporting Corporation in Washington, D.C. Detailed
i nformati on on obtaining a copy of the transcript for
today's neeting is available at the registration table.

As the noderator, | will call each person who has
regi stered to speak. Wen you are called, please conme up to
the table and sit here and give your remarks into the m ke
so that Marcia can hear them Before beginning, please
state and spell your |ast nanme for the benefit of the Court
Reporter. In addition, please say who you represent.
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6

| f you read a prepared statenent and have an extra
copy with you, | would appreciate it if you would give ne
that extra copy at either the beginning or the end of your
presentation. Any oral statenent presented or witten
statenent submtted at today's nmeeting will becone part of
t he public record.

I f an individual's comments do not relate to the
stated purpose of today's neeting which is to present
comments or questions on the recommendation for |PPC

standards for living, genetically-nodified organisnms and

i nvasi ve species, | will ask the speaker to focus his or her
comments accordingly. In addition, | hope that everyone
wi |l show respect to speakers and gi ve speakers your ful
attention.

Finally, | ask that before you | eave today, please

take a mnute to conplete a brief survey concerning the
quality of this neeting. W need your feedback on things
such as the format for the neeting, the accommbdati ons and
the other aspects of the neeting so that we can determne if
the way we conducted this neeting has been satisfactory to
you.

Copi es of the survey are available at the
registration table. |If you don't have tinme to fill out the
survey this norning, please take a copy of it with you and
fax it to ne when you get a chance. M fax nunber is on the
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survey. Oherwise, we would really appreciate it if you
could take a mnute to fill it out this norning and then
just | eave your conpleted survey on the registration table
and we will pick themup at the end.

After Dr. Enright's presentation, I will call the
first registered speaker. Cathy.

DR ENRI GHT: Thanks, Anissa. Last June, an |PPC
wor ki ng group was convened to consi der how best to address
| PPC responsibility regarding the plant pest concerns
associated wwth LM>s and invasive species. The working
group focused on four areas: The clarification of the role
of the IPPC, the need for standards, capacity-building, and
| PPC comuni cation with the convention of bi ol ogi cal
di versity, or the CBD

Today after providing an introduction, | wll
touch upon each of these areas, but focus primarily on the
wor ki ng group's views on the role of the IPPC and its
recommendati ons for the devel opnent of two standards, one to
address the plant pest risks associated with LM3s and one to
address the environnental inpacts of quarantine pests
i ncludi ng quarantine pests that are invasive. | wll then
descri be our views and next steps.

By way of introduction, the |IPPC working group was
established in response to requests nade by a nunber of |PPC
menbers at their October 1999 neeting. The requests were
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for further guidance on addressing plant pest concerns
associated with LMOs and invasive species. As you nay know,
t he | PPC which cane into force in 1952 and which the U. S.
joined in 1972 is ained at protecting plant health by
pronoting international cooperation to prevent the spread
and introduction of plant pests and to pronote appropriate
nmeasures for their control

The nenber country focus on LMOs and invasive
species stemmed | argely from hei ghtened gl obal interest in
these two areas. You will recall in Cctober of 1999, the
CBDs Cartagena protocol on biosafety was under negotiation
The d obal Invasive Species Programor G SP, was devel opi ng
its global plan of action. And the Convention on Biol ogical
Diversity had identified invasive species as a priority in
its work plan.

| PPC nmenber countries saw the need to clarify the
role of the IPPC with regard to LM3>s and with regard to
i nvasi ve species. In addition, while several nenbers have
consi der abl e experience in addressing LM3s and invasive
species, many nenbers felt ill-equipped to address these
i ssues.

As reflected in its report, the June 2000 working
group agreed on the need for further guidance under the | PPC
on LM3s and on invasive species. Wth regard to LMOs, the
wor ki ng group first clarified the role of the I PPC by noting
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that plant pest risks associated with LM>s fall within the
scope of the I PPC consistent with the | PPC nandate to
protect plant health.

The working group al so agreed that plant pest risk
anal ysi s and managenent systens established under the |PPC
are certainly appropriate for assessing and managi ng pl ant
pest risks that nmay be presented by LM3s. Finally, the
wor ki ng group recomrended t he devel opnent of a standard to
specifically address those plant pest risks associated with
LMOs that are not adequately addressed within existing | PPC
ri sk anal ysi s standards.

Wth regard to the issue of invasive species, the
wor ki ng group clarified the relationship between invasive
speci es and quarantine plant pests which are defined and
regul ated under the I PPC. The working group determ ned that
a species with the potential to becone invasive should be
considered a quarantine pest if it may directly or
indirectly affect plant health and if it is absent fromthe
region in question or, if present, it is limted in
distribution and is subject to official control.

The working group al so nade clear that as
guar anti ned pests, such invasive species would be subject to
nmeasures according to I PPC provisions and standards.
Finally, on the issue of quarantined pests generally and
i nvasi ve species specifically, the working group identified
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10
the need for a standard to address the environnmental inpacts
of quarantined pests including quarantined pests that are
i nvasi ve.

The environmental focus stens froma |ack of
clarity outside the IPPC regarding its responsibility to
address environnmental inpacts and a | ack of capacity within
the PPC to respond and address environnental inpacts --
respond to and address environnental inpacts. Wthin the
| PPC, the understanding of plant protection has been and
continues to be broad, enconpassing the protection of both
cultivated and non-cultivated plants and natural flora from
direct and indirect injury by plant pests.

Hi storically, however, the primary application of
phyt o-sani tary measures under the |IPPC has been the
identification, assessnment and managenent of plant pests in
cultivated settings such as agriculture, horticulture and
forestry, largely for the assessnent of econonic
consequences.

The result which is not new to discussions within
the | PPC has been confusion as to the responsibility of the
| PPC with regard to the protection of natural ecosystens.

I n addition, guidance specific to the environment in current
or draft IPPC standards is extrenely limted. And nenber
countries are sinply seeking nore explicit systens for the
assessnent of environment consequences presented, for
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11
exanpl e, by quarantined pests including those that are
i nvasi ve.

On the issue of capacity-building, the working
group identified the need for capacity-building,
particularly in devel oping countries and recomended the
devel opnment of a programto specifically address plant pest
ri sk assessnent and nanagenent needs.

Wth regard to conmuni cation with the CBD, the
wor ki ng group acknow edged the inportance of such
comuni cation and has initiated -- has nowinitiated a
di al ogue with the CBD to ensure that as each organi zation
proceeds to address LM3s and to address invasive speci es,
the areas of common interest are adequately covered.

As an aside and an update, with regard to LM3s,
the CBD s Cartagena protocol on biosafety has been conpl eted
and has entered the inplenentation phase. Wth regard to
i nvasi ve species, the CBD has drafted interimguiding
principles for conmbatting invasive species and, working with
A SP, will begin to develop a work plan in March.

In terns of U S. Governnment views on the working
group report, we agree with the reconmendati ons. The
devel opnent of an LMO standard and an environnental inpact
standard for quarantined pests will help to address the
expressed needs of |PPC nmenber countries and will certainly
help to clarify the responsibility of the IPPCin these
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12
ar eas.

The IPPC s strength in responding to contenporary
phyto-sanitary issues such as LM3s and invasive species is
inits devel opnent of concrete, regulatory procedures and
standards. As a result, the recommended standards and
associ ated capacity-building progranms will help countries
make better informed phyto-sanitary decisions and will help
pronote a common approach to the identification, assessnent
and control of plant pest risks associated with LM>s and
wi th quarantined pests including invasive species.

These standards will also |ead to greater
transparency within the I PPC regarding the application of
procedures for identifying any potential plant pest risks
and the neasures taken to control them

Regar di ng next steps, the adoption of the working
group's report is just one of the itenms on the agenda for
the April IPPC neeting. |If adopted, the activities outlined
in the report will be prioritized in the | PPC 2001-2002 worKk
pl an. Dependi ng on the ranking, working groups for the
devel opnent of the two standards could be convened in |ate
summer or early fall this year.

We have begun to address these issues at the
regional |evel with Canada and Mexi co under the North
American Plant Protection Organization, or NAPPO  CQur
intention is to conplete an internal review of each of these
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13
draft efforts and then to begin an iterative process with
the public to give those interested an opportunity to
coment on their content.

The process of standards devel opnent under the
| PPC is years long. Therefore, we envision several
opportunities beginning with today's neeting for public
comment. Your coments will help us to prepare for the
April neeting of the IPPC, will help us to gauge your
interest in these issues and help us to -- and help to
i nform our approach to standards devel opnent. Anissa, |
will stop there.

M5. CRAGHEAD: Great. The first registered
speaker is Ms. Beth Burrows.

M5. BURROWAS: Before Ms. Beth Burrows speaks, she
wonders if she could ask any questions that were on the
previ ous presentation.

M5. CRAGHEAD: Sure.

M5. BURROAS: |In several places --

DR. ENRI GHT: Maybe, Beth, do you want to cone up
to the -- thanks.

M5. BURROAS: | hope ny questions will not be part
of ny presentation timng, however.

MS. CRAGHEAD: No.

M5. BURROAS: I n several places, you nentioned --
you said such things as many nenbers felt ill-equipped,
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14
menbers call ed upon the body for clarification and so forth.

How does one find out which nenbers called for this?

MR. CGREIFER |'mnot sure that the FAO record
fromthe neeting in '99 -- in Cctober '99 woul d have
captured all the nmenbers. The -- | was part of the team

that was there. And sone of the nenbers that | recall from
my own personal nenory is India was promnent. | think
Thai | and may have been part of that group that also
expressed, Bangl adesh. And what was the -- and | think
there were two others. They may have been South Anerican
countries.

M5. BURROWS: Thank you. | do have a copy. But
will hold off giving it to you so that you can pay w apped
attention. M nane is Beth Burrows, B-E-T-HB-UR R OWS.
| amthe president and director of a small public interest
group naned the Ednonds Institute. | speak today, however,
on behalf of the follow ng organi zations: M own, the
Ednonds Institute, the Sierra C ub, Pesticide Action Network
of North Anerica, the International Center for Technol ogy
Assessnent, the Center for Food Safety, the Council for
Responsi bl e Genetics, ACERCA, the Canpaign to Label
Ceneti cal | y- engi neered Foods, G ound Score, Fish Berries,
Washi ngt on Bi ot echnol ogy Action Council, the 49th Parall el
Bi ot echnol ogy Consortium Mthers for Natural Law, and the
Institute for Social Ecol ogy.
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| left nmy office a day ago. There m ght have been
ot hers who asked nme to be added to this list. | apologize
to themif | have m ssed their nanes.

| want to thank you for the opportunity to present
our views here today. Collectively, the civil society
or gani zati ons whose names | have nentioned have careful ly
foll owed the process leading up to the finalization of the
Cartagena protocol on biosafety.

After many years of deliberation, the Cartagena
bi osaf ety protocol was deenmed by many, many nations the
principal international instrunment for the regulation of
trans- boundary novenents of LMOs. The protocol has been
signed by over 60 countries to date with governnenta
deliberations and ratifications proceeding at a pace to
ensure that the protocol enters into force by the next
conference of the parties to the convention on biol ogi cal
diversity in April 2002.

I nternati onal neetings have already been held and
are scheduled to be held to ensure the protocol's tinely
i npl enentation. The United States was present at all such
nmeetings. And its representatives on nany occasi ons
professed a willingness to conply with the spirit of the
protocol. Hence, it is with sone surprise that we note the
efforts by our own governnent to side-step the internationa
commtrments outlined in the protocol by rushing to create a
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shadow set of standards in the |PPC

The IPPC is not the appropriate forumto deal with
the risks of genetically-engineered plants unless it is the
intention of the United States to quarantine all LMOs at the
border. The international conmmunity was absol utely clear
about what was the proper venue for risk assessnent during
the negotiations that led to the Cartagena biosafety
pr ot ocol .

Negoti ators considered this exact question and
agreed that | PPC was not adequate to regul ate trans-boundary
novenents of LM3s. To create at this point some of the sane
procedures within the I1PPC as may fall under the scope of
the protocol would be to create international confusion,
potential further delay in the establishnent of appropriate
rules for the shipnent of genetically-engineered organi sns
and an unnecessarily duplicative, regulatory bureaucracy
with all the extra cost, red tape, personnel training and
over | appi ng nmandates that such a nove ensures.

Mor eover, the creation of such a bureaucracy woul d
mul ti ply the anount and duration of rancor in the
i nternational arena over the products of genetic
engi neering. W think the adm nistration nmust know t hat
such political maneuvering will be seen as a cynical United
States attenpt to gain control of an arena in which the
ri sks of genetic engineering are likely to be judged | ess
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carefully than under the protocol

It would al so be seen as an extrenely transparent
nove by the U S. to co-opt the judgenent of the mpjority of
countries in the world. Such perception would only hei ghten
the al ready preval ent suspicion that we are a country that
is desperate to force our products onto gl obal markets no
matter the cost to capacity-building, denocracy, safety or
nmut ual respect anobng nati ons.

This is clearly undesirable and an unnecessary
wast e of noney and good will for all concerned, nost
certainly for the U S. taxpayer and the U S. farnmer. W
strongly urge USDA APHI S and this adm nistration to
recommend that |PPC consider the Cartagena biosafety
protocol as the proper venue for addressing all matters
related to the trans-boundary novenent of LMOs.

And that statenent is signed by a variety of
peopl e representing the organi zations that | nentioned
earlier. | won't read their names. | do have a few copies
of that statement. Thank you.

M5. CRAGHEAD: Thank you very much for your
coment s.

DR. ENRIGHT: Sure. |If | can clarify about sone
of the remarks that | made that may speak to you sone of the
remar ks that you made, just for clarity's sake. W have had
this discussion in the US., the potential for overlap with
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regard to the scope of the CBD and the scope of the | PPC.
Thi s di scussion cane after the Cctober 1999 neeting at the
|PPC and it also followed the decision to establish a
wor ki ng group to devel op recomrendati ons.

And our viewis that it is not an either-or
situation and that the activities that may be sought or
devel oped under each of the organizations are not at odds
with one another. There are conmon areas of interest
between the CBD and the IPPC. But there are distinctions in
focus and there are distinctions in nechani sns avail abl e.

Under their -- under the IPPC, the effort wll
focus due to its nmandate specifically on the protection of
pl ant health, life and resources, primarily we would
under stand t hrough the devel opnent of specific risk
assessnment and managenent criteria. W are not view ng the
devel opnent of these standards to be a consent procedure,
but rather to enploy the existing nmechanisns within the | PPC
for assessnent, managenent and prevention.

The nenbers of the IPPC al so recognize -- and this
was a sentinent common to devel opi ng countries -- that nmany
of the activities related to LM and those related to
i nvasi ve species that are going on under the |IPPC, the
i npl enentation of those activities are going to fall in many
i nstances on the shoulders of the National Plant Protection
Organi zations that are -- that exist under the IPPC. And
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the officials in those National Plant Protection
Organi zations from several countries have expressed
confusion as to how they are going to inplenent these
additional activities.

So we don't |ook at the activity under the I PPC as
an alternative to the activities that are under the CBD, but
ook at it as a way to help those that are addressing plant
pest risks associated with LM3s, to help themto better

address those associ ated plant pest risks.

M5. BURROAS: | don't know if | can ask a question
or not. | don't want to take any nore tine --
M5. CRAGHEAD: | think that it is probably

appropriate for you to ask a question if you have one.

M5. BURROWS: You said those officials have
expressed confusion. | now speak for the Ednonds Institute.
My mandate for the other groups was fulfilled. You say
those officials have expressed confusion. One of our
confusions is that we are tal king about different officials.
In the case of IPPC, it is our perception that the officials
addressed tend to be in the Departnent of Agriculture in
countries.

The officials that we are concerned with in the
CBD tend to be in the Departnents of Environment, variously
nanmed around the world. Qur concern is that we believe that
t hose who reside in Departnents of Environnment are nore
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conpetent to assess risks to just the very things that you
naned, health, life and resources. And so | would not be
surprised if there was confusion anong the m nisters of
agriculture on risk assessnment. But | would be if there was
anong the mnisters of environnent.

And | would hope that the United States is not
going to set up -- or help to set up two conpeting systens
or if certainly not in the United States, but in other
pl aces because this -- we are really tal king about different
people. And many of those devel oping countries do not have
the noney to set up two systens, let alone -- sone of them
don't have the noney for one, as you know.

M5. CRAGHEAD: Well, thank you again for your
comments. Qur second registered speaker is Kirk MIler. 1Is
M. MIller here? Thanks.

MR. MLLER  Good norning, everyone. | have a few
copies here for the -- | can leave a statenent to |leave with
the secretary after the neeting.

M5. CRAGHEAD: kay.

MR MLLER | amcomrenting this norning on
behal f of the North American Export Grain Association which
is conprised of grain and oil seed exporters and interested
parti es whose purpose is to pronote and sustain the
devel opnment of comrercial grain and oil seed exports in the
United States.

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

21

The organi zation was chartered in 1912 and
incorporated in 1920. NAEGA is a not-for-profit
organi zation. |Its nenbers are privately and publicly-owned
conpani es and cooperatives. And we appreciate the
opportunity to attend and participate in this nmeeting today
on the topic of living and nodified organi sns and i nvasive
speci es.

My name is W Kirk MIler. And | amthe Director
of International Prograns and Regul atory Affairs for NAEGA.
Now, nmy comments today are focused in three general areas.
First of all, support for APHIS s historical role as a
guar di an agai nst the invasion of adverse pests affecting
both domesticated and wild flora and fauna and its nore
recently added role in regulating the devel opnent and
commerci alization of products derived from bi ot echnol ogy;
and secondly, support for the International Plant Protection
Convention and the regional plant protection organizations,
NAPPO in particular, and their involvenent in setting
standards and provi di ng coordi nated regul atory gui dance on
living nodified organi sns and i nvasive species including the
LMCs.

And thirdly, and continued support for the WIO SPS
agreenent as a way to address sanitary and phyto-sanitary
matters including plant risk associated with LM3s and/ or
products derived from bi ot echnol ogy and quaranti ned pests
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t hat are invasive.

Regar di ng support for APHI S s historical role,
APHI S is part of the network of federal agencies with food
safety responsibilities. APH S's primary role in this
network is to protect U S. agriculture fromplant and ani nal
pests and di seases. The agency effectively inplenents
federal |aws pertaining to animal and plant health,
international sanitary and phyto-sanitary regul ati ons and
regul ati on of veterinary biol ogical and vacci nes, control
and eradi cation of introduced pests and di seases and humane
treatment of animals.

APHI S al so conducts research and operati onal
activities to reduce bird, rodent and predator danage to
crops and livestock. And APH S prograns are inplenented
t hrough cooperative activities with other federal agencies,
state and foreign governnents and producers. APH S al so
pl ays an inportant role in regul ating biotechnol ogy by
ensuring that bio-engineered plants do not harmthe
envi ronment .

NAEGA believes that as a result of revisions to
the Plant Protection Act in 2000, APH S has a cl ear nandate
to protect plant health and establish regulations related to
pl ant pest concerns that may be due to LM3s and/or products
that are brought in by biotechnology. |[If after further
review the agency finds that statutory authority is not
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adequate to address the issues -- these issues, the agency
shoul d work wi th stakehol ders and Congress to anend the | aw
The risk anal ysis and managenent systens currently used for
protecting agriculture are appropriate for assessing and
managenent threats to both wild flora and fauna posed by
bi ot echnol ogy.

And regardi ng support for the International Plant
Protection Convention, the International Plant Protection
Convention is an international agreenent that was
established in 1951 with the objective of helping to reduce
the spread of injurious plant pests and di seases worl dw de.
The purpose of the convention is to secure a conmon and
effective action to prevent the spread and introduction of
pests of plants and plant products and to pronote
appropriate neasures for their control.

The rol e of 1 PPC now includes establishing
i nternational phyto-sanitary standards, pronoting the
har noni zati on of plant quarantine activities, facilitating
t he di ssem nation of phyto-sanitary information and
provi di ng plant health assistance to devel opi ng countries.
And recently, we think as a result of the adoption of the
Plant Protection Act and APHI S' s invol venent in that, we
al so think by extension, the IPPCis now involved in
regul ati ng LMOs.

In the last round of nore |ateral trade tal ks, the
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Wrld Trade Organi zation recogni zed and established a
process to utilize the IPPC in addressing trade di sputes
rooted in plant pest matters. The IPPC definition of a pest
is any species, strain or biotype of plant, aninml or
pat hogeni ¢ agent injurious to plant or -- plants or plant
products.

The coverage of the I PPC definition of plant pest
i ncl udes weeds and ot her species that have indirect effects
on plants. Therefore, the scope of the convention applies
to the protection of wild flora resulting in an inportant
contribution to the conservation of biological diversity.
The | PPC provides for rights and obligations supported by a
system of standards and procedures for identifying pests
that threaten plant health, assessing the risk and
determ ni ng neasures to be used to assess and manage those
risks.

The | PPC mandate to protect plant health is broad
enough to include plant pest concerns that may be presented
by LM3s and products of nodern biotechnol ogy. And the |IPPC
ri sk anal ysis and nanagenent systens are appropriate and
rel evant for assessing and nanaging risk to both cultivated
and wild flora and plant products due to LM3s.

Under the | PPC network, national mechanisns and
institutional structures exist which forma basis for
devel opi ng practical approaches in managing risk associ ated
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with LM3s. NAEGA supports recomrendations fromthe June
2000 wor ki ng group of the Interim Conm ssion on Phyto-
sanitary Measures regarding the devel opnment of suppl enentary
standards to specifically address phyto-sanitary nmeasures
regardi ng LM3s and/ or products of nodern bi ot echnol ogy.

APHI S t hrough the I PPC and the North American
Pl ant Protection Organi zation should assert authority over
the regul ati on of invasive plant pests and/or those that may
be used as biological control agents. |In this regard, APH S
shoul d take the lead in coordinati ng upcom ng | PPC and NAPPO
decisions within the U S. CGovernnent and undertake ot her
nmeasures to engender public confidence in these actions.

Finally, in regard for support for the WIO SPS
agreenent, the WIO- SPS agreenent contains nmany references to
ri sk assessnent and the obligation of countries to base
their sanitary and phyto-sanitary neasures on sound,
scientific risk assessnments, evidence and principles. In
accordance with the SPS agreenent, WO nenbers nust al so
take into account the objective of mnimzing negative trade
effects when determning their appropriate |evel of
protection.

The sane non-trade distorting concepts should
apply to the U S. regulation of LM3Js and invasive species so
that action on these nmatters provi des appropriate
protection, but not inpose unjustified or unwarranted
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barriers to comerce or invite retaliation against US.
exports.

NAEGA encourages APHI S to coordinate its
activities in this regard with other branches of the U S.
Government to enhance the agency's inpact and results.
APHI S needs to address these issues in such a manner that
wi | | engender public support and prevent unnecessary
barriers to donmestic or international commerce.

NAEGA appl auds APHI' S for conducting this neeting.
And we | ook forward to working with the agency to address
t hese substantive matters. Thank you.

M5. CRAGHEAD: Thank you for your comrents. The
third regi stered speaker is Gary Martin.

MR MLLER Gary is not going to be here today.

M5. CRAGHEAD: Gary is not here today? Geat. W
will go on to Val G ddings who is not here, also. And
Mat t hew Lyons. Do you want to say anything?

MR. LYONS: Thank you. | have no prepared
remar ks.

M5. CRAGHEAD: Gkay. On to nunber 6. M chael
Dobres? Am | saying that appropriately? M chael Dobres
wi th NovaFl ora? No? Al right. And our l|last registered
speaker is Charles Margulis.

M5. REID: | amhere on his behal f.

M5. CRAGHEAD: kay. G eat.
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M5. REID: On behalf of G eenpeace USA, thank you
for the opportunity to present our views here today.
Greenpeace's supporters in the U S. and abroad are devoted
to protecting the environment fromthreats to the
bi odi versity -- to biodiversity.

M5. CRAGHEAD: May | interrupt you and ask you to
tell us who you are?

M5. REID: Ch, I'msorry.

M5. CRAGHEAD: That's okay.

M5. REID: | amKelly Reid. | also work for
G eenpeace.
M5. CRAGHEAD: Sorry about that. Thanks.
M5. REID: That's okay. This is ny first tine.
M5. CRAGHEAD: kay.

M5. REID: W have been involved as official
observers to the devel opnent and i nplenentation of the
Cartagena protocol since the first discussions about an
i nternational instrunment on biosafety took place in 1995 in
Madri d.

The protocol is the culmnation of many years of
hard work by di plomats and others around the world to
protect biodiversity fromthe threat of genetically-
engi neered organisns referred to in the protocol and
hereafter as living nodified organisnms, or LM3s. W view
this current U S. initiative to develop an alternative
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standard-setting process on LM within the IPC with extrene
di snay.

This initiative threatens to negate the enornous
effort undertaken by the international community to finalize
the Cartagena protocol. The suggestion that the |IPPC shoul d
be the body to devise international rules and regul ations on
t he trans-boundary novenent of LM3s was debated early on in
t he negotiations of the Cartagena protocol.

Precisely because the IPPCis so narrow in scope
and because the risks posed by LMX>»s go far beyond the
definition of pest as defined in the IPPC, the countries
involved in the protocol negotiations explicitly decided
that the convention was an i nadequate forum for the broader
risks to the environnent posed by LM3s.

The protocol was, thus, devel oped as a nore
conprehensive regine for the regulation of LM3s. Thus, it
seens odd and di si ngenuous for the U S. to be considering
now a reversion to a | ess conprehensive treaty. W question
the need for the U S. Governnent to invest tine and energy
in such a task.

Already U.S. insensitivity to internationa
opinion on trade in genetically-engineered crops has bruised
relationships with trading partners and cost U S. farners
markets both to the east and to the west. To use anot her
international instrunment to force nore unwanted products on
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t hese and other countries would only exacerbate the current
conflicts.

| ndeed, at the |ast neeting of the
| nt ergovernnmental Commttee on the Cartagena protocol, the
E.U. and Norway al ready expressed concern about this
initiative wthin the | PPC and asked for a review of these
efforts at the next nmeeting of the Intergovernnental
Commttee in October 2001. Gven the strong statenents nmade
by these countries that the | PPC was not the appropriate
forumfor standards setting, it would seem prudent for the
U S to reconsider this initiative.

The U. S. should instead spend its diplomatic
efforts nmending relationships bruised by its current and
political stance on LMOs rather than causing further danage
to our markets and our international trading relations.
That's it.

M5. CRAGHEAD: Thank you very much. That is the
end of my list of registered speakers. |s anyone el se
interested in speaking? Please cone --

M5. RISSLER May | 7?

M5. CRAGHEAD: Certainly.

M5. RISSLER. Thank you very nuch. | am Jane
Rissler, R1-S-SL-E-R wth the Union of Concerned
Scientists. UCS is a nonprofit, public interest group that
has been working in the area of biotechnol ogy regul ation for
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sonme years. Qur focus is primarily in the United States.

| don't have a statenent today. | am-- | want to
ask some questions because | amtrying to understand what
this process is as far as the U S. Governnent is concerned.
And so | would like to ask what -- was the U S. -- | am
following up on Ms. Burrows' question about the nenber
countries that asked for this investigation or this
clarification. Was the U S. directly or indirectly
operating through other countries or one of the countries
requesting this I PPC invol venent ?

MR GREI FER:  No.

M5. RISSLER. So the U.S. has not played a
| eadership role in having the I PPC be involved in the GVO
i ssue.

MR. GREIFER. W were very surprised by the
statenents made by a nunber of these devel oping countries in
this area. It was alnbst -- it took us by conplete surprise
that there should be this call anbng sone quaranti ne
officials fromvarious countries asking for guidance in the
forumthat they usually get for other plant quarantine pest
i Ssues.

And so the -- | guess in their mnds that the
procedures and the guidance that is avail able through | PPC
for pest risk analysis, that the question in their mnds was
is there adequate -- are these adequate procedures for
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eval uati ng the phyto-sanitary aspects of both GVO products
and evasive. So | can categorically and unamnbi guously tell
you that there was no effort on our part to influence their
rai sing those questions and concerns.

M5. RISSLER Does the U S. now see this as an
opportunity to underm ne the biosafety protocol?

DR ENRIGHT: | will answer that.

M5. RISSLER  Ckay.

DR. ENRIGHT: No. That is not the -- that is not
the inpetus here. The inpetus here is a recognition that
even though many mnistries of environnent are working on
t hese i ssues outside of the IPPC, the responsibility to
i npl enent these activities is going to fall on the National
Pl ant Protection Organizations in many of these countries,
particularly in the western hem sphere.

So it is my understanding that the request for
further guidance was concomtant with that recognition. And
the guidance is in order to -- the guidance that they are
requesting is to be able to specifically address the plant
pest risk concerns that nmay be associated with LM3s or
i nvasi ve species in regards to plant health, to actually be
able to provide in a standard specific assessnent criteria
so that these countries, these National Plant Protection
Organi zation officials when maki ng these deci si ons whet her
they do so in order to inplenent the IPPC or in order to
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i npl enent activities external to the IPPC, it is so that
t hey make better informed phyto-sanitary decisions.

M5. RISSLER. | noted -- thank you. | noted that
your role, Dr. Enright, is coordinating anong U.S. agenci es.
| amtrying to understand what agencies are involved and
what this coordination is and from whence coneth the inpetus
to take this on as a seemingly inportant APHIS initiative.

DR. ENRIGHT: Do you want ne to address the first

M5. RISSLER. Yes, first. What is being -- who is
bei ng coordi nated? What agencies are being coordinated in
this effort?

DR ENRIGHT: | can address that. That is one of
my roles here in APHIS. It is USDA, Departnment of Conmerce,
Custons, Interior, FDA, EPA, USTR -- have |I |eft anyone out
-- State Departnent, of course. | amtrying to think if |
have | eft anyone out.

MR. GREIFER. Wthin the Departnent, of course,

t he Forest Service --

DR ENRIGHT: Right. Fish and Wldlife from
I nterior.

M5. RISSLER. So this is a big deal

MR. GREI FER. | nvasi ve Species Council.

DR. ENRIGHT: It is a big deal because it is ny
way of operating to have the process be inclusive rather
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than to be exclusive. | would rather have criticismat the
beginning. | would rather be able to craft a position and a
direction that all of the agencies can agree with. | just -

- it is ny personal way of operating and | think it nakes
for good governance.

M5. RISSLER. And to whom do you report on this?

DR. ENRIGHT: | report to John Geifer. | report
to my boss, Dr. Ellen Geen, to John Payne here in
Ri verdal e.

M5. RISSLER. Al right. This is helpful. | am
just trying to understand how i nportant this is and how big
an effort it is going to be and how threatening it is going
to be.

MR. GREIFER. Can | add one thing about the -- and
it goes back to a question asked earlier about the need out
there that has been expressed. That the working group that
met in June of last year was a rather large -- it was an
open-ended working group. And it was a rather |arge nunber
-- you know, nore -- 35 countries' governnents showed up
And it is a lot larger than nost types of working groups of
t hat sort.

And the working group report, which | hope you
have a copy of, is basically a consensus report. There
wasn't in it anyone dissenting fromconsidering that within
the scope of the IPPC, that anything that could harbor a
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pest of quarantine concern, that anything, anything whether
it is a truck, whether it is a conventional plant or
commodity, food commodity or whether it is a GV LMO
product, it should -- it would be a dereliction of duty and
responsibility by the IPPC to be not |ooking at anything
that could present a phyto-sanitary ri sk.

And it was in that context that countries decided
that at a mninmum they need to explore this. As a result,
the group of 35 countries net in June and agreed that, in
fact, there is sone responsibility, some role here to | ook
at -- to develop. So if you do not have a copy of the
report --

M5. CRAGHEAD: There is one on the registration
t abl e.

M5. RISSLER. You do hear -- you do hear the
concern though about the threat to the biosafety concern.
You do hear that at this neeting, that there is concern
about threats to the biosafety protocol.

MR. GREI FER. Absolutely, loud and clear.

M5. CRAGHEAD: Thanks very much for your questions
and comments.

M5. RISSLER. Thank you.

M5. CRAGHEAD: One nore?

M5. BURROAS: | think I have a big voice. There
is no need for me to get in front of the room Just a
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clarification again. | aminpressed by the fact that the
United States so quickly responded to a call for help on
| ooki ng at specific risks engendered by LM3s. And your
comment by this help was not forthcomng in terns of funds
for capacity-building within the biosafety protocol or maybe
this is the beginning of that.

M5. CRAGHEAD: |I'mnot sure that is in the scope
of the nmeeting. Is it?

DR ENRIGHT: ©Oh, | can answer that.

M5. CRAGHEAD: kay.

DR ENRIGHT: Sure. | wll answer that, Beth,
based on ny experience with the biosafety protocol. The
| anguage that is in the article on capacity-building in the
bi osafety protocol is nmuch narrower than U S. proposed
| anguage. And we were surprised at how other countries
di sapproved the willingness to support capacity-building
within the text of the protocol.

That said, in the protocol's inplenentation, |
think that the U S. has been extrenely proactive in hel ping
to get the inplenmentation stage activities off the ground.

M5. BURROAS: Do you include generosity in the
phrase proactive?

DR ENRIGHT: State Departnent says | can say
generosity, yes. Yes.

M5. BURROAS: | would be interested in the figures
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because | really feel | --

DR ENRIGHT: | will turn to Dr. Paul Pfeiffer
fromthe State Departnent’'s Bureau of QOceans, Environment
and Science for that.

DR. PFEI FFER  Thanks, Cathy. Paul Pfeiffer with
the State Departnent.

DR. ENRIGHT: ©Ch, Paul, can you -- thanks.

DR PFEIFFER  Sorry. H. | am Paul Pfeiffer
with the Departnent of State. | amthe working | evel |ead
on the biosafety protocol since Cathy has been gone and
noved over to USDA. | am not sure what you consi der
generous, Beth. But we are actually working with the
Comm ssion on Biological Diversity. W are giving them
about $360, 000.00 to inplenment the biosafety clearinghouse
which is the information database.

It is sort of the backbone I think of the
information sharing that the protocol is going to entail.
The country is going to put up their donestic regs., their
donestically -- their final decisions on product approvals
back hone. And it is also a way that is going to facilitate

t his advance informed agreenent sharing of information.

So -- and we have been also trying to play hel pful
roles at the -- it was the first IPPC neeting which is the
| nt ergovernmental Commttee for the Cartagena protocol. W
went there and participated in -- as a full governnent. And

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

37
| am assuming that it wasn't as productive on capacity-
buil ding as | had hoped actually. That during that full
week, what they decided to do was to hold two nore neetings
whi ch are going to be held this June in Cuba. And plans are
for the U S. Governnent to participate in those, as well.

M5. BURROWS: Fine. | will be interested to know
t he budget for capacity-building in IPPC vis-a-vis risk
assessnment of genetically-nodified organisnms. | -- just for
the record, $360,000.00 for a biosafety clearinghouse from
the single largest nation doing genetic engineering in the
wor |l d does not seem generous.

DR PFEIFFER It is a -- they estimate it wll
cost about $500,000.00. And | think the U K has actually
given up sonme to it already. So hopefully we will get there
in the next year. There is a pilot phase that --

M5. BURROAS: A clearinghouse isn't the only --

2

PFEI FFER.  Ri ght.

o

BURROWS: -- thing necessary for capacity-
bui | di ng.

DR. PFEI FFER  Yes. And what we have been trying
to do is work with the devel oping countries. And this is
what we tried to do in France. Ws to get themto cone to
us and say, okay, these are our capacity-building
priorities. Unfortunately, as | said, in France, we didn't
get there.
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Hopeful ly, after June, we will get there. And

then there is going to be an IPPC-11 neeting in Cctober in
Montreal. Basically, the devel oped country approach. Both
the E U and U S. has kind of been, okay, we need you to set
the priorities as the devel oping countries and then we wl|l
come back and work with you. So we have really been
hesitant to cone out and say this is the capacity-building

t hat needs to be done.

M5. CRAGHEAD: Thanks very nmuch. | appreciate
that. 1|s -- does anyone el se want to speak today? | have a
gentleman in the back. H . Come on up, please.

MR POWNELL: | wanted to make a brief comment in

response to --

M5. CRAGHEAD: WIIl you tell us who you are?
Thanks.

MR. PONELL: MW nane is Mark Powell. | amwth
the USDA O fice of Chief Economists in the Ofice of Risk
Assessnent and Cost Benefit Analysis. And | just wanted to
make a brief comment as a point of clarification for
participants today that may not be famliar with -- that may
be nore famliar with other donmestic agenci es.

And that is that the role that Cathy is playing
and that APHIS is playing in this process is not unique to
the PPC. There are other offices wthin USDA and ot her
donestic agencies that are charged with coordinating U.S.
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policy on international matters.

For exanple, the Kodex Alinentarius Secretariat is
housed in USDA s Food Safety and I nspection Service. But
its responsibility, its charge is for coordinating U.S.
policy on food safety nmatters across agencies. And so |
just wanted to put to rest any notion for those that m ght
be unfam liar with those sorts of processes that this is not
novel or unique to this instance. Thank you.

M5. CRAGHEAD: Thanks very much for your comment.

M5. NATSOULAS: | just have a question.

M5. CRAGHEAD: WIIl you tell us who you are?

M5. NATSOULAS: M nane is Andrianna Natsoul as and
| amw th G eenpeace. Thanks.

M5. CRAGHEAD: Thank you.

M5. NATSOULAS: | have two questi ons,

clarifications. M nanme is Andrianna Natsoulas and | am a

contractor wwth G eenpeace. | have heard the list of
agenci es that you named who are involved. | am wondering
two things. One, will genetically-engineered fish standards

be included in this programthat you are working on now?
And secondly, will you al so be addressi ng evasi ve speci es
associated with inports of seafood products, for exanple,
shrinp and the white spot virus?

MR. GREI FER. The scope of the convention is
limted to plant health. And so things that may present
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ei ther an inpact on aninmal health or human health are
outside the scope of the convention. But if it is a -- sone
ki nd of organism whether it is -- that travels via water
that can be shown to have an inpact on plant health, then it
woul d presumably be within the scope.

M5. NATSOULAS: Ckay. So, for exanple, the white
spot virus, the FDA has found that it does survive within
the water that the shrinp are frozen in and then inported
into the US. And the virus itself has been found to be
alive in the water. So if that water goes into the ground
and affects plant life through ground water, would that be
included in these standards?

MR GREIFER  That would -- well, the standards
are going to be nore process-oriented. They will not be
specific. But the -- presunmably, if it can be denonstrated
that there is something that would harm plant health in sone
way, then it would come within the scope.

M5. NATSOULAS: So there is a possibility.

MR, GREIFER. Yes. And so it would just be the --
it would be then the basis for being able to denonstrate
that it would be the basis for being able to adopt a phyto-
sanitary response -- a phyto-sanitary neasure to respond to
it. But we -- 1 think it is really inportant that people
understand that the IPPCis really Iimted to plant health.
Animal health is -- would be -- animal health issues and
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standards woul d be covered by the O fice of International

Zoot i cs.

M5. NATSOULAS: Ckay.

MR. GREI FER: And food safety, of course, is
Kodex.

M5. NATSOULAS: Thank you.

M5. CRAGHEAD: Thanks very nmuch for your question.
Anyone el se? No one? Wll, thanks a |lot for com ng today.

We appreciated all of your comrents and your interest in

this. And the neeting is adjourned. Have a good afternoon.
(Wher eupon, at 11:05 a.m on Thursday, March 8,

2001, the hearing in the above-entitled nmatter was

adj our ned.)
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